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Mr. William R. Pickett, Owner
Rockwood Industries d/b/a/

Franklin Pharmaceuticals
4240 Blue Ridge Blvd. , Suite 3s0
Xazasas City, MO 64113

Ref.# - 98-KM-O(I8

Dear Mr. pickett:

This letter is written in reference to your firm’s marketing ~d
distribution of “A Natural Uternative to Phen-Fen Herbal
Sup3eme”. YOU product is hbeled as an altemtive to the
combination of the prescription drugs, fenfl~atine and
Rhentermine, which is commonly kzown as ‘Fen-Phen”. Theseprescription dxxgs are intended to treat obesity. Labeling yOUX
product as an alternative to Fen-Pben (fenfZuratine and
phentetine), suggests that it is intended for the same uses as
phentermine and fenfluramine. Thus, you are representing “A
Natural Alte.~ative to Phen-Fen Hezbal Supreme” as a treatment
for obesity. In this regard, “A Natural Alternative to Phen-Fen
Herbal supreme” is a dmg as defined in Section 20L (g) (1) (B) of
the Federal Food, Drug and Cosmetic Act (the Act).

Labeling isnot limited to the immediate product containers but includes all
promoti=al lite=atuze which you distribute in connection with
Your products. .

“A Natural Alte.mative to Phen-Fen He:bal Supreme” is also a “new
drug” uncle= Section 201(p) of the Act based on: Z) the trade
name, “A Natural Alternative to Phen-Fen Herbal Sup~eme”, and 2)
the lack of any evidence that this product is geaerally
recognized as safe and effective for the treatment of obesity.

Since this drug is a “new dreg,” it may not be legally marketedin the United States without an approved new &g application
(Section 505 (a)of the Act) .
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AIso, this drug is misbranded because its labeling fails to bear
adequate direc~ions for use (Section S02(f) (Z)of the Act) and
furthex the labeling is false and misleading since it suggests
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that the product is recognized as safe and effective for the
intended use (Section So2(a) of the Act) and this is not the
case.
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We re~est that you take prompt aceim to correct these
violations. Fail&e to promptiy..~nect these violations may
result in enforcement action being initiated by the Food and D-
Administration
seixe and/oz

without furthes noiice. These actions may ficlud~
injunction.

Please notify this office in writing within fifteen (1S) working
days of receipt of this letter as to the specific steps you have
taken to cosrect the stated violations, including an explanation
of each step being taken to prevent the re~ence of similar
violations. If coxeective action cannot be completed within ZS .
woeking days, state the season for the delay ti the time within
which the corrections will be completed.

Your reply should be sent to Claee~ce R. Pendleton, Compliance
Officer, at the above address.
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Distri~t Direct&r
Kansas City District
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